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AMENDMENTS TO THE CLAIMS 

This listing of claims will replace all prior versions, and listings, of claims in the 
application: 

Listing of Claims : 

Claim I . (Currently Amended) A pharmaceutical composition in a solid unit dosage form 

for oral administration in a human or lower animal comprising: 

a. a safe and effective amount of a therapeutically active agent; 

b. an inner coating layer selected from the group consisting of poly(methacrylic acid, 
methyl methacrylate) 1 :2, po1y(methacrylic acid, methyl methacrylate) 1:1, and 
mixtures thereof; and 

c. an outer coating layer , applied directly to the inner coating layer, said outer coating 
layer comprising an enteric polymer o r film coating mot e rial that begins to dissolve in 
an aqueous medium at a pH of less than about 7. said enteric polymer beinp selected 
from the group consisting of polvmethacrvlates. anionic polymethacrylates, 
polvrmethacrvlic acid, methyl methacrylate) 1:1. mixtures of polv(methacrvlic acid, 
methyl methacrylate') 1 :2 and T^olvfmethacrvlic acid, methyl methacrylate) 1 :1^ 
polyvinyl acetate ghthalate. polvCmethacrvlic acid, ethvl acrylate') 1:1. and compatible 
mixtures thereof : 

wherein the inner coating layer is not the same as the outer coating layer; 

wherein if the inner coating layer is poly(methacrylic acid, methyl methacrylate) 1:1 then 
the outer coating layer is not poly(methacrylic acid, methyl methacrylate) 1 :2 or is not 
a mixture of poly(mcthacrylic acid, methyl methacrylate) 1:1 and poly(methacrylic 
acid, methyl methacrylate) 1:2; and 

wherein the inner coating layer and the outer coating layer contain no therapeutically 
active agent, 

Claim 2. (Original) The composition of claim 1 wherein the inner coating is 

poly(methacrylic acid, methyl methacrylate) 1 :2. 
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Claim 3. (Currently Amended) The composition of claim 1 wherein the outer coating layer 

is selected from the group consisting of c e llulose eth e rs, m e thyl ccllulooo, e thylc e lluloii e , . 
carboxym e thylc e llulos « i carboxym e thyl g thyloolluloco, hy d r o xyothyl oollulo se , hydroxypropyl 
c e Huloiiu, hydrox^^rapyl mothyloollulouu, low viucooily hydrOA^^propy l c e llulo se , low visco si ty 
hydroxypropyl methylcollulQf .e , wax, camauba wax, fatty alcoholo, hydrogonatod v ogotablc oils, 
zcin, shcllao, Guorosc, Arabic gum, polyothylon o glycol. pol)"rinylpyrolidono, golatin. sodium 
alginat e , d e xtrin, psyllium husk powd a r, polym e thacr>'lates, anionic polymothacrylat es , 
po!y(methaerylie acid, methyl methacryiate) 1:1, and mixtures of poly(methacrylic acid, methyl 
mcthacrylate) 1 :2 and poly(methacrylic acid, methyl methacryiate) I ; 1 , cellulose aootato - 
phthalato, oolluloao noetatc trimolliato, hydroxypropyl m e thylc e llulos e phthalato (HPMCP), 
c e llulos e propionato phthalato, cellulos e ac e tat e mal e at e , polyvinyl alcohol phdialat e , 
hydroxypropyl m e thylcollulouij ttootatij succinat e (HPMCAS), hydr o xypropyl methy l c e llulosc 
hoxuhydrophthalat e , polyviny l ac e tat e- phthcbtc, poly(mQthacrylic acid, e thy l aor>'lQtQ) 1:1, and 
compatibl e mixtures thoroof . 

Claim 4. (Currently Amended) The composition of claim 3 wherein the outer coating 

layer is a soloctod from the 8''0up conaiating of anionic polym e thacr>^latQD, pQly(mothaQTylic acidr 
m e thyl mothacr^ ' lttto) 1:1. mixtur e s mixture of poly(methacrylic acid, methyl methacryiate) 1 :2 
and poly(methacrylic acid, methyl methacryiate) 1:1 , o a llulos e ac e tate phtholot e , c e llulose aootalc 
trimolli at e , - hydroxypropyl methylcellulofl e phthalato (HPMCP), c e lluloso propionoto phtholatD, 
6«l lu l o s e acotato maleuto, polyviny l alcohol phtholatc, hydroxypropyl mothylcellulos e ac e tat e- 
nuccinat e (HPMCAS), hydroxypropyl mothyloolluloGe h e xahydrophthalatc, polyvinyl ac e tat e 
phthat atc. poly(mothacr; > 'lic acid , ethyl aor>'lat e ) 1:1, and compatible mixtur as th e r e of . 

Claim 5. (Original) The composition of claim 1 wherein the total coating thickness of the 

inner and outer coating layers combined is from about 5 mg/cm^ to about 40 mg/cm^. 

Claim 6. (Original) The composition of claim S wherein the total coating thickness is from 

about 10 mg/cm^ to about 15 mg/cm^. 

Claim 7. (Original) The composition of claim 6 wherein the solid dosage form is coated by 

continuous spray methods wherein the outer coating layer is applied after the inner coating layer 
but before the inner coating layer is dried or cured. 
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Claim 8. (Previously Presented) The composition of claim 1 wherein the thcrapculically 

active agent is selected from the group consisting of laxatives, anti-diarrhcals, nonsteroidal anti- 
inflammatory agents, 5-amino salicylic acid, glucocorticoids, antimicrobials, 
immunosuppressants, chemotherapeutics or anti-cancer drugs, peptides, proteins, cardiovascular 
drugs, psychotropic drugs, H2-blockers, antiasthmatic agents, and antihistamines. 

Claim 9. (Original) The composition of claim 8 wherein the therapeutically active agent is 

a nonsteroidal anti-inflammatory agent. 

Claim i 0. (Previously Presented) The composition of claim 9 wherein the therapeutically 
active agent is 5-amino salicylic acid. 

Claim 1 1 . (Currently Amended) A pharmaceutical composition in a solid unit dosage form 
for oral administration in a human or lower animal comprising: 

a. a safe and effective amount of a therapeutically active agent; 

b. an inner coating layer comprising poly(methacrylic acid, methyl methacrylate) 1:2; 
and 

c. an outer coating layer, applied directly to the inner coating, said outer coatinti layer 
comprising an enteric polymer or film coating matorial that begins to dissolve in an 
aqueous medium at a pH of less than about 7. said enteric polvmcr being selected 
from the group consisting of polvmethaorylates. anionic polvmethacrvlates. 
polvfmethacrvlic acid, methyl methacrylate) 1:1. mixtures of polvCmethacrvlic acid, 
methyl methacrylate) 1:2 and poly^methacrvlic acid, methyl methacrvlatc) 1:1. 
polyvinyl acetate phthalate. DolvCmcthacrvlic acid, ethvl acrvlatel 1:1. and compatible 
mixtures thereof : 

wherein the inner coating layer is not the same as the outer layer coating. 
Claim 12. (Cancelled) 
Claim 13. (Cancelled) 
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Claim 14. (Currently Amended) The composition of claim 44 1_1 wherein the outer coating 
is selected from the group consisting of poly{triethacrylio acid, methyl methacrylate) 1 ; 1 and 
mixtures of poly(methacryIic acid, methyl methacrylate) 1:2 and poly (methacry lie acid, methyl 
methacrylate) 1:1, 

Claim 15. (Original) The composition of claim 14 wherein the outer coating is a mixture of 
poly(methacrylic acid, methyl methacrylate) 1 :2 and poly(methacry]ic acid, methyl methacrylate) 
1:1. 

Claim 16. (Original) The composition of claim 11 wherein the total coating thickness of the 
inner and outer coating layers combined is from about 5 mg/cra^ to about 40 mg/crn^. 

Claim 17. (Original) The composition of claim 16 wherein the total coating thickness is 
from about 10 mg/cm^ to about 15 mg/cnfi. 

Claim 1 8- (Original) The composition of claim 17 wherein the solid dosage form is coated 
by continuous spray methods wherein the outer coating layer is applied after the inner coating 
layer but before the inner coating layer is dried or cured. 

Claim 1 9. (Previously Presented) The composition of claim 1 1 wherein the therapeutically 
active agent is selected from the group consisting of laxatives, anti-diarrhcals, nonsteroidal anti- 
ioflammatory agents, 5-amiro salicylic acid, glucocorticoids, antimicrobials, 
immunosuppressants, chemotherapeutics or anti-cancer drugs, peptides, proteins, cardiovascular 
drugs, psychotropic drugs, H2-blockeTS, antiasthmatic agents, and antihistamines. 

Claim 20. (Original) The composition of claim 19 wherein the therapeutically active agent 
is a nonsteroidal anti-inflammatory agent. 

Claim 21 . (Previously Presented) The composition of claim 20 wherein the therapeutically 
active agent is 5-amino salicylic acid. 

Claim 22. (Original) The composition of claim 11 wherein the solid dosage form is a 
compressed tablet. 
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Claim 23. (Currently Amended) A method of consistent and reliable delivery and release of 
a therapeutically active agent to the desired region of delivery by orally administering the 
composition of claim +1- 

Claim 24. (Currently Amended) A method of consistant consistent and reliable delivery and 
release of a therapeutically active agent to the desired region of delivery by orally admini.stering 
the composition of claim 4-4- VI- 

Claim 25. (New) The composition of claim 1 wherein the solid dosage form is a compressed 
tablet. 

Claim 26. (New) The composition of claim 1 wherein the solid unit dosage form has a total 
weight from about 600 mg to about 1200 mg. 

Claim 27. (New) The composition of claim 10 wherein the 5-amino salicylic acid is present 
in an amount fi-om about 700 mg to about 900 mg per solid unit dosage form- 
Claim 28. (New) The composition of claim 1 wherein the outer coating layer has a 
minimum thickness from about 10 \im to about 200 ^un. 

Claim 29. (New) The composition of claim 4 wherein the outer coating layer has a 
minimum thickness from about 10 pm to about 50 ^im. 

Claim 30. (New) The composition of claim 29 wherein the outer coating layer has a 
minimum thickness from about 20 pm to about 40 pm. 

Claim 3 1 . (New) The composition of claim 1 1 wherein the solid unit dosage form has a total 
weight from about 600 mg to about 1200 mg. 

Claim 32. (New) The composition of claim 21 wherein the 5-amino salicylic acid is present 
in an amount from about 700 mg to about 900 mg per solid unit dosage form. 

Claim 33. (New) The composition of claim 1 1 wherein the outer coating layer has a 
minimum thickness from about 1 0 pm to about 200 pm. 

Page 7 of 16 



PAGE 12/30 * RCVD AT 6/712004 1:49:11 PM [Eastern Daylight Time] « SVR:USPT0-EFXRF-1/2 ' DNiS;8729306 • CSiD:513 622 3300 ' DURATION (mm-ss):0l!-54 



JUN-07-2004 13:56 



Pm HC PATENT DIU. 



513 S22 3300 P. 13/30 



Appl. No. 09/996.SS5 

AU>. Docket No, 8341 

Aradt, dated 7 June 2004 

Reply to Office Action of _23 Septembcir 2003 

Customer No. 27752 



Claim 34. (New) The composition of claim 15 wherein the outer coating layer has a 
minimum thickness from about 10 urn to about 50 ym. 

Claim 35. (New) The composition of claim 34 wherein the outer coating layer has a 
minimum thickness from about 20 )im to about 40 ^m. 
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